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DETAILED ACTION 

This Action is in response to the amendment filed 6/16/2008. Claims 1,13, and 19 have 
been amended, and no claims haven been added or cancelled. Currently, claims 1-20 are pending 
in the instant application. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 1, 2, 9, 13, and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hickle in view of Jackson (5,513,634). 

As to claims 1 and 18, Hickle discloses a sedation and analgesia system comprising a 
patient heath monitor device (12a) adapted so as to be couple to a patient (30) and generate a 
signal reflecting at least one physiological condition of the patient (55, pg 23, 1st full paragraph); 
a drug delivery controller (2a) supplying one or more drugs to the patient; a user interface (16); 
an electronic controller (14) interconnected with the patient health monitor, the user interface and 
the drug delivery controller, wherein said electronic controller receives said signal and in 
response to said signal manages the application of the drugs (pg 27, 1st full paragraph). 

While Hickle discloses a facemask (30) that couples to the patient, Hickle fails to 
disclose a bite block. Jackson discloses a bite block (21) comprising a bite portion (at 32) and an 
opening to access the patient's mouth (23). Jackson further discloses channels (50, 51) that a pair 
of nasal cannula can be used to directed gas from a source through the channels to the patient's 
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nostrils in order to receive a sedative which would be in fluid communication with said drug 
delivery controller. It would be reasonable to one of ordinary skill in the art to use the channels 
via nasal cannula as a viable alternative to a facemask for passing gas to a patient. Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
combine the bite block of Jackson with the system of Hickle so that mouth region can be 
accessed if needed during surgical procedures. Based upon the sedation being delivered through 
the facemask of Hickle and now substituting the bite block taught by Jackson it would have 
obvious that the electronic controller of Hickle receives said signal and in response to said signal 
manages the application of the drugs through the bite block (as the bite block is being substituted 
for the facemask of Hickle and the drugs were previously delivered through the facemask 
therefore it would be obvious that the drugs would be delivered through the bite block (i.e., nasal 
cannula 50, 5 1) now as one delivery means being substituted for another (i.e., the facemask of 
Hickle)). Additionally, because the mouth portion of the bite block remains open, the patient is 
able to breath gases orally as well as nasally (i.e., since the air is being breathed in through the 
mouth, one can consider it as gases being delivered to the patient orally. Alternatively, fluids can 
be "delivered" to a patient's mouth via well known means (straws, tubes, ice chips, etc.)). 

As to claim 2, Jackson teaches a bite block that comprises at least one channel (50, 51) 
extending through said bite portion. 

Regarding claim 9, Jackson teaches wherein said nasal cannula comprises both oral 
delivery chambers to connect to said bite block and nasal delivery chambers (Figs. 1,2). 

As to claim 13, Hickle discloses a sedation and analgesia system, comprising a patient 
heath monitor device (12a) adapted so as to be couple to a patient (30) and generate a signal 
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reflecting at least one physiological condition of the patient (55, pg 23, 1st full paragraph); a 
drug delivery controller (2a) supplying one or more drugs to the patient; a user interface (16); a 
gas monitoring and delivery system (2) supplying one or more types of gas to the patient 
(paragraph 0081); an electronic controller (14) interconnected with the patient health 
monitor(12a), the user interface(16), gas monitoring and delivery system (2), and drug delivery 
controller (2a), wherein said electronic controller receives said signal and in response to said 
signal manages the application of the drugs (pg 27, 1st full paragraph). 

While Hickle discloses a facemask (30) that couples to the patient, Hickle fails to 
disclose a bite block. Jackson discloses a bite block (2 1 ) comprising a bite portion (at 32) and an 
opening to access the patient's mouth (23; 50, 51; which is at least one channel in fluid 
communication with said drug delivery controller and said gas monitoring and delivery system 
because drug is delivered to a user through the bite block of Jackson, one well known delivery 
means substituted for another). Jackson further discloses channels (50, 51) that a pair of nasal 
cannula can be used to directed gas from a source through the channels to the nostrils in order to 
receive a sedative. It would be reasonable to one of ordinary skill in the art to use the channels 
via nasal cannula as a viable alternative to a facemask for passing gas to a patient. Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
combine the bite block of Arndt with the system of Hickle so that mouth region can be accessed 
if needed during surgical procedures. Inasmuch as anesthesia is delivered via a gas and the 
device of Jackson is used to deliver a gas, it would have been obvious to one of ordinary skill in 
the art that a drug could be delivered via the bite block of Jackson. 



Application/Control Number: 10/677,494 Page 5 

Art Unit: 3771 

Claims 3-8, 10, 11, 14-16, 19, 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hickle in view of Jackson as applied in claims 2 and 13 above and 
further in view of Kofoed et al. (6,312,389). 

As to claim 3, Hickle and Jackson disclose the system of claim 2. Jackson discloses a 
channel (50, 51), but fails to mention that a sensor is located in the channel. Kofoed teaches that 
a sensor (28) located can be located in a channel (40) and have at least one of a sensor (20, 22) 
and a sampling port (70, 72) connected to a sensor for monitoring gases passing through said at 
least one channel connected to a nasal cannula for monitoring carbon dioxide of a patient. It 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
modify the bite block of Jackson to employ any well known sensor and sampling port because it 
would allow a user to monitor the carbon dioxide of a patient. 

As to claim 4, Kofoed further teaches the system wherein said at least one channel is used 
for at least one or respiratory rate monitoring, oxygen concentration monitoring (carbon dioxide 
is indicative of an oxygen concentration and therefore meets the limitation of the claim), positive 
and negative respiratory pressure monitoring, temperature monitoring, humidity monitoring, and 
respiratory flow monitoring. 

As to claim 5, Hickle discloses the system wherein said electronic controller alters said 
drug delivery based on said patient's conditions as monitored by said sensors (page 18, 1st full 
paragraph). 

As to claim 6, Jackson discloses the system wherein said at least one channel of said bite 
block provides an inlet for gas delivery (at 49). 
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As to claim 7, Hickle further comprising a gas source (pg 29, 3rd full paragraph) and a 
gas monitoring and delivery system (2). 

As to claim 8, Jackson discloses the system wherein said nasal cannula (40) such that gas 
from said nasal cannula passes through said channel into said patient's mouth (via openings). 

As to claim 10, Hickle/Jackson modified by Kofoed combine to disclose (as presented in 
claim 3) said at least one channel comprises at least one of a sensor of a sensor and sampling port 
connected to a sensor for monitoring gas output from said gas supply through said at least one 
channel. Hickle presents in pg 6 into pg 7 last full paragraph, the system monitors inhaled gases 
which is from said gas supply. 

As to claim 11, Hickle discloses (page 18, 1st full paragraph) said electronic controller 
alters delivery of gas from said supply based on said patient's conditions as monitored by said 
sensors. 

As to claim 14, Hickle and Jackson disclose the system of claim 13. Jackson discloses a 
channel (50, 51), but fails to mention that a sensor is located in the channel. Kofoed teaches that 
a sensor (28) located can be located in a channel(40) and have at least one of a sensor (20, 22) 
and a sampling port (70, 72) connected to a sensor for monitoring gases passing through said at 
least one channel. Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to incorporate the teachings of Kofoed by placing a sensor in the 
channel of a bite block as disclosed by Hickle/Jackson for monitoring the carbon dioxide of a 
patient. 

As to claim 15, Kofoed does .not teach said sensors are Wirelessly integrated with said 
electronic controller however such sensors are well known in the art. 
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As to claim 16, Hickle discloses (pg 18, 1st full paragraph) said electronic controller 
alters delivery of gas from said supply based on said patient's conditions as monitored by said 
sensors. 

As to claim 19, Hickle discloses a sedation and analgesia system (2). The bite block of 
Jackson modified by the teachings of yield a bite block with functionalities that can be integrated 
with said sedation and analgesia system; Hickle's system provides computer programming 
capable of comparing patient data and a controller that adjusts the gas delivered to a patient 
(Hickle pg 16, 1st full paragraph). The method steps would have been obvious because they 
would have resulted from the use of the device of Hickle/Jackson/Kofoed/Weaver. The bite 
block of Jackson is fully capable of data being received through the channels of the bite block to 
the controller of Hickle because there is nothing blocking the flow of data from being transmitted 
there through. 

As to claim 20, Hickle discloses electrical leads (figure 3a, power cord), gas delivery 
tubes (figure 1, tubes entering facemask), fluid delivery tubes (figure 1, tubes entering face 
mask). The method steps would have been obvious because they would have resulted from the 
use of the device of Hickle. 

Claims 12 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hickle/Jackson as applied to claims 1, 2, 9, 13, and 18 above, and further in view of Weaver 
(US 5,413,095). Jackson teaches a bite block however does not teach a tongue depressor. Weaver 
in a bite block teaches (in figure 3) said bite block that comprises a tongue depressor (exterior 
tube of 240 in the are of the tongue) extending into the patients mouth, wherein the tongue 
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depressor holds down the patient's tongue and prevents the patient from using their tongue to 
push out the bite block. It would have been obvious to one of ordinary skill in the art at the time 
the invention was made to modify the bite block of Jackson to employ a tongue depressor 
because it would have provided a means to overlays the tongue of a user and that the bite block 
would securely restrain the tongue when the patient is placing force on the bite block with their 
teeth. 



Response to Arguments 
Applicant's arguments filed 6/16/2008 have been fully considered but they are not 
persuasive. 

In response to applicant's sole argument that the combination of references does not teach 
both oral and nasal delivery of drugs or gas, examiner points out that the added limitation of 
"manages the application of the drugs orally and/or nasally through said bite block" does not 
necessary mean that the drugs must be able to be delivered both orally and nasally. The "or" part 
of the claims means that the prior art drugs must only be delivered orally or nasally to read on 
the instant claims. In the instant case, drugs are clearly delivered nasally through the nasal 
cannulas of Jackson as combined with Hickle. Additionally, the only claim where something 
must be delivered through both the nose and mouth is claim 1 8, but as clearly disclosed in the 
abstract of Jackson, the patient does in fact breathe in gases orally as additional gases are being 
supplied nasally. Furthermore, there is no limitation that the "at least one of gases, fluids, drugs" 
must be the same as those being managed by the system and delivered through the other of the 
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nose and/or mouth. As such, it is clear that both air and liquids "can be delivered" to said patient 
orally, while gases/drugs are being delivered nasally. 



Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KRISTEN C. MATTER whose telephone number is (571)272- 
5270. The examiner can normally be reached on Monday - Friday 9-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571) 272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 



/Kristen C. Matter/ 
Examiner, Art Unit 3771 



